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ISTA PHARMACEUTICALS, INC.,

IN THE UNITED STATES DISTRICT COURT

FOR THE WESTERN DTSTRICT OF NEW YORK

UN]TED STATES OF AMERICA
13 -CR- 994

INFORMATION
(Tit1e 1-8, U.S.C. S 37L)
(z Counts and Forfeiture

Allegat.ion)
Defendant.

IIIflTRODUCTORY .A,IJI'EGA,TI ONS

The United States Attorney Charges
That At ALL Times Relevant To This fnformation:

1. Defendant ISTA PIIARMACEUTICALS, INC. ("ISTA") was a

Del-aware corporation with its principal plaee of business

located i-n Irvine, California.

2. Defendant ISTA was engaged in the lieensj-ng,

developmenL, promotion, and sale of pharmaceut.ical drugs

intended for human use, including the drug Xibrom.

3. Defendant ISTA promoted and sold Xibrom throughout the

Unit.ed States, J-ncluding in the Western District of New York.
,i

Xibrom was prescribed by physicians and dispensed by pharmacies

throughout the United States, includingT in the WesLern Dist,rict

of New York

MAY 2 4 201"]

kr.RoEMEqd
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4. Xibrom was a new drug and a prescription drug within

the meaning of the Federal Food, Drug, and Cosmetic Act

("FDCA"), which, among other things, governed the interstate

distribution of drugs for human use, as codified Ln 2l u's'c' ss

301, et seq. The FDCA and its i-mplementing regulat'ions

prohibited the distribution of any new drug in interstate

commerce until the sponsor or manufacturer of thats new drug had

received approval from the united states Food and Drug

Administration (,,FDA"), based on an intensive application and

review process. 21" U.S.C. S 355.

5. The FDCA required that the sponsor of a new drug

submit a New Drug Application to the FDA, which identified all

of Lhe uses of the drug intended by that sponsor, together with

the proposed labeling for those uses and d'ata, generated in

well-controlled clinical trials, Lhat demonstrated to the FDA's

satisfaction that the drug would be safe and effective for those

j-nrended uses . 2a U.S.C. SS 33L(d) and 355 (b) .

6. Until the FDA aPProved

including trhre ProPosed labeling

sufficient evidence of the drug's

uses intended. bY the sponsor, the

the New Drug APP1ication,

:"t 
the, drug, and found

safety and efficacY for the

FDCA prohibited the sponsor
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from promoLing or marketing its drug ' 2l

noL approved by the FDA, and not incl-uded

labe1ing, were known as "unapproved useg"

U.s.C. S sss(a). Uses

in the drug's aPProved

or "of f -l-abel uses. "

T.Thesponsorcou].dnot}abelorpromotethedrugfor

any new intended use without Ehe prior approval of the FDA' The

sponsor was first required to submit to the FDA for approval

each additional proposed use, together with evidence, in the

form of wetl-eontrolled clinical studies, sufficient to

demonstrate that Lhe drug was safe and effective for each

additional proposed therapeutic use'

S.UndertheFDCA,adrugwas..migbranded,,ifits

labeling did not contain "adequate directions for use'" 2l

U.S.C. S 352(f) (1) ' "Adeguate directions for use" meant

directj-ons under which a layperson could use a drug safely and

effectively for the purposes for which it was intended ' 2l

c.F.R. S 20L.5. A prescription drug, by definition' could not

bear adeguate directions for use by a la1ryerson, but an FDA-

approved prescription drug', bearing the FDA-approved labelj-ng,

could be exempt from the adeguate directions for ,use reguirement

if it was sold for an FDA-approved use. A prescription drug

that was marketed for unapproved and off-Iabe1 uses dld not
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qualify for this exemption and therefore was misbranded.

c. F. R. S 201-. 100 .

2l

g. Labeling included any

matter thaL accomPanied a drug,

disseminated bY or on behalf

distribut.or that were descriptive

written, Printed, or graPhic

and further included materials

of a drug manufacturer or

of a drug.

FDA Approval- and Regulatory Action

10. On May 24, 2004, defendant. ISTA submitted a New Drug

Applicatj-on seeking approval of a drug caIled Xibrom (also known

by the chemical name bromfenac) ophthalmic solution for the

LreaLment of posLoperative inflammation and for the reduction of

eye pain and photophobia in patients who have undergone cataract

extraction.

LL. on March 24, 2005, Lhe FDA approved xibrom for the

Lreatment of postoperative inflammation in patients who have

undergone caLaract extraction. The approved product label

stated that dosage was one drop of Xibrom to the affected eye (s)

Lwo times daily beginning 24 hours after cataract surgery and

cont.inuing through the first 2 weeks of postoperative period.

The approved product label included t.he following precautions:
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"A11 topical nonsLeroidal ant,i- j-nf lammatory drugs (NSAIDS) may

slow or delay heali-ng. . . . In some susceptible patlents,

continued use of Lopical NSAfDs may result in epithelial

breakdown, corneal thinning, corneal erosion, corneal ulceration

or corneal perforation. These events may be sight threatening.

patients with evidence of corneal epithelial breakdown should

immediately discontinue use of topical NSAIDs and should be

closely monj-Lored for corneal heaIth."

L2. The iniLial retail trade package of Xibrom approved by

FDA was 5.0mL of the Xibrom solution product.

13. The inilial physician's sample size of Xibrom approved

by FDA was 2.5mL of the Xibrom solution product,

L4. On ,Ju1y A4, 2005, def endant ISTA submitted a

supplemental New Drug Application for the use of Xibrom for the

reduction of ocular pain in patients who have undergone cataract

extraction.

15. On ,January 27 , 2006, the FDA approved Xibrom for the

reduction of ocular pain j-n patients who have undergone cataract

extraction. The approved product, 1abel contained the same

dosage and precautions as approved on March. 24, 2005.
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L6. On or around February L4, ,2006, defendant ISTA

submitted a supplemental New Drug Application seeking approval

of 1.OmL physician's sampl-e size of the Xibrom solution product'

L7. On or around March

retail trade package of 2.5m1,

LB . On .June 13, 2005 , t.he FDA

supplemental New Drug Application for

size of t.he Xibrom soluLion producL.

2006, defendant ISTA launched

the Xibrom solution Product.

approved defendant ISTA's

a l. omL physician's samPle

1,

of

1,g. on December 4, 2008, defendant ISTA submitted a

supplement.al New Drug Application for the use of Xibrom for the

treatment of ocular inflammation and pain assocj-ated with

refractive gurgieries .

20. On May 4, 2OLO, the FDA denied defendant ISTA's

supplemental New Drug Application to extend the use of Xibrom

for the Lreatment of ocular inflammation and pain associated

with refractive surgeries. FDA informed ISTA that: "The

submitted references do not support the extrapolation of

clinical studies using a non*steroidaL anti-inflammatory in

cataracE Eurgery to postoperative inflammation and pain in all

ocular surgerieg. . . . In summary, adeguate and well controlled
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studies have noL been conducted witfr bromfenac ophthalmic

solution which demonstrate efficacy in Lhe treatment of ocular

inflammation and pain associated with refractive surgeries."

2L. At no t,ime did the FDA approve Xibrom for any of the

following uses: the treatment of ocular inflammaLion or pain

associated with refractive surgeries; t,he treatment of' ocular

inflammation or pain associated with glaucoma surgery; or the

prevention or Lreatment of cystoid macular edema.

Sr:bmissLons to FDA

22. On or abouL November l.5, 2005, defendant ISTA

contacted FDA's Division of Drug Marketing, Advertising and

Communications ("DDMAC") assertj-ng that [Company A]'s promotion

of [Drug A] was in violation of Ehe law. ISTA stated that

[Company A] ,.iS engaging j-n a significant natj-onwide campaign to

promote [Drug A] for a variety of lndications for which the drug

is not approved by the FDA. " Speeifically, ISTA asserted that

[Company A] was promoting [Drug A] for use in treatment of C'IvIE,

PRK and Lasik. ISTA noted t,hat "depicting the retina for

[Orug AJ implies that the drug is approved for use in posterior

segment eye diseases such as cystoid macular edema (CME). '. '

However, no posterior chamber indications are approved for [Drug
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Al . " ISTA also asserLed that [Company A] used an "unrestricted

educational grant" to promote [Drug A] for refractive patients,

which was also an unapproved use. ISTA eoncluded: " [Company A]

has engaged, and is continuing to engage, in a widespread and

substsantial marketing campaign Lo promote their product lprug A]

for various indications for non-caLaracL surgery related,

posterior chamber conditions, none of which is approved by Lhe

FDA, "

23. On or about, February a4, 2006, defendant lsTA

contacted FDA's DDMAC asserting that a sales aid by [Company A]

was in violation of the Iaw. ISTA stated that Lhe headline and

graphic used by [company e] "show a clear intent by [company A]

to promoLe [Drug A] for treatment of diseases of the posterj-or

chamber and retina." ISTA concluded: "the mere fact the sales

alde [sic] discusses [Drug A] 's effectiveness in Lhe vitreous

humor violates the new drug provisions since the product is not

approved for any posterior chamber indication."

24. On or about .Tu1y 10, 2006, defendant I$TA contacted

FDA, s DDMAC asserting that an advertisement on [Company A] 's

website "continues [Company A] 's ongoing campaign to

demonsLrate that [Orug A] penetrates the vitreous and is

efficacj-ous for retinal and other posterior chamber
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indications. " ISTA asserted that these uses were not wi-thin

[Drug A],s approved ]abel, and urged the FDA'to take immediate

action to compel lCompany e] to cease its violative promotional

activiLies. "

25. On or about October 25, 2006, defendant ISTA contacted

FDA, s DDMAC and identified a new [Company A] advertisement

..whose single purpose is to tout the use of [Drug A] for cystoid

macular edema, a condition of the retina 
:"t 

which [Drug A] is

not approved." ISTA consj-dered the advertisement as "touting

off labe1 uses of [Drug A] " and urged the FDA to act'

26. On or abouL November !, 2006, defendant ISTA contacted

FDA, s DDMAC assert.ing that. a journal advertisement by [Company

Bl with respect to its NSAID medication, [Drug B], was

misleading. ISTA wrote that lCompany BJ was promoting [Drug B]

for ,'ocular surgery" when the drug was only approved for use

foltowing a specific Lype of surgery. ISTA asserted that the

advertisemenL was "misleading" beeause it "broadens the scope of

the lndication for [Drug BJU and implied that the drug was

effective for "any and all ocular surgeries" whlle lts approved

indication was "on1y a smalI subset." ISTA urged the FDA to

investigate and take the appropriate action.
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27. On or about December L4, 2006, defendant ISTA

contacted FDA's DDMAC complaining about an "egua11y violative

journal ad.,, ISTA asserLed " [a] lthough fCompany B] is using

human data to supporL its claim, the human data studied was in

patients undergoing Idifferent treatments] ' [Drug B] is not

approved for this use. Therefore, the advertisement is false

and misleading as it presents efficacy data and comparison data

for an off-labe1 use. " fSTA also asserted that the

advertlsement was false and misleading because the advertisement

presented t dosage and administration not contained in the FDA

approved package insert." According to ISTA, the advertisement

recommended use of [Drug B] pre'operat!-ve1y, while the dosage

and administration section of the approved produet label only

referenced postoperative use.

Xibrom and the Medic3id Program

28. Title XIx of the Social Security Act, 42 U.S.C. SS

l-395 et See. r established a prbgram to enable the states to

furnish medical assistance to certain categories of persons

whose income and resources were insufficient to meet the costs

of necessary medical services. Commonly caIled Medicaid, the

program was administered by t,he StaLes, but was funded jointly

by the f ederal and state giovernments.

l0
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29. To participate j-n the Medicaid program, a state was

required to develop a plan that was approved by the Secretary of

Healt.h and Human Services as meeting federal requirements- The

st.ate paid gualified providers for furnishing necessary services

covered by the sLate plan to individuals who were eligible for

medi-ca1 assistance. The federal government contributed a

portlon of the costs t.hat each participating state incurred in

purchasing items and services from qualified providers on behalf

of eligible persons. The state bore the remainder of the costs.

30. SLate Medicaid prog:rams were "federal health care

programs,, within the meaning of 1-8 U. S . C. S 24 , in that they

were public plans affecting commerce under which medj-caI

benefiLs, iLems and services were provided to individuals under

the plans.

31-. The federal government contrlbuEed Lo the costs of

prescriptions for' persons who were Medicaid beneficiaries,

including but not limlted to persons who needed surgery to

correct cataraets under the state Medicald programs.

32. Federal health

prescriptions nationwide .

care programs paid for Xibrom

11
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COI'NT I

(conspiracy to violate Etre Food, Dru![r and cosmetic "Lct)

33. The Introductory Allegations are hereby re-a11eged and

incorporaLed by reference as if fully set forth herein.

34. Beginning in or around september 2005, and continuing

thereafter until in or around November zOLO, the exact dates

being unknown to the United States Attorney, within the Western

DistricL of New York and elsewhere, Ehe defendant ISTA

PIIARMACEIITIeALS,INe.andothersknownandunknowntotheUnited

SEates ALtorney, knowingly and wi11fulIy combj-ned, conspired,

and agreed, to commit an offense against the United States; to

wit, 2t u. s. c. ss 33L (a) , 333 (a) (2) , by introducj-ng and

delivering for introduction into interstate commerce, and

causing to be introduced and delivered for introduction into

j-nLerstate eommerce, wj-th intent to def raud and mislead,

misbranded drugs consisting of Xibrom, which drugs were

misbranded within the meaning of Title 2a, United States Code,

Section 352 (f) (1) , in that the drugs lacked adequate dj-rection

for use for each of i-ts intended uses.

t2
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Purpose of the ConsPiracy

35. It was the purpose of this conspiracy t'hat defendant

ISTA and others known and unknown to the Unit.ed Statses Attorney

introduced and delivered for introducLion, into interstate

commerce, and caused to be introduced and delivered for

introduction into interstale commerce, with intent to defraud

and mislead, misbranded drugs to; j-ncrease the sale of Xibrom;

increase revenues for the defendant; i-nflate profits for the

defendant; inflate the sEock value of defendant; increase

compensation, other remuneration, and stock value for others

known and unknown to Lhe United States Attorney; and inflate the

sale price of defendant.

MeanE and Manner of th.e Consp*racy

36, ft \^ras a part of the conspiracy that defendant TSTA

and others known and unknown to the United States Attorney

devised and executed a plan to creaLe new intended uses for

Xibrom other than its FDA approved uses.

37. It. was further part of the conspiracy that defendant

ISTA and others known and unknown to trhe united states Attorney

devised and executed a plan to promote Xibrom to physicians

L3
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38. It was a further part of the conspiracy that, defendant

ISTA and others known and unknown to the United States Attorney

devised and executed a plan to pay for and disEribute post-

operative instruction sheets Lo physicians for uses of Xibrom

that were not approved by the FDA as safe and effective.

39. ft, was a further part of the conspiracy that defendant

ISTA and others known and unknown Eo the Unit.ed SLates Attorney

devised and executed a plan to sponsor and actively participaLe

in providj-ng continuing medj-cal education programs to promote

Xibrom for uses that were not approved by the FDA as safe and

effeetive.

Overt Aets

throughout the United SLates,

Western District of New York,

approved uses.

fn furtherance of Lhis

others known and unknown to

in the following overt acts

and elsewhere:

including physicians in the

for uses other than it.s FDA

conspiracy, the defendant ISTA and

the United States Attorney engaged

in the Western District of New York

1,4
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40. Beginning in or around September 2005 and continuing

until in or around November 2OlO, Some ISTA employees, with the

knowledge and at the direction of some members of ISTA's

management team, promoled Xibrom to physicians throughout the

United States, including physicians in the Western District of

New York, for uses other than its FDA approved uses' The new

intended uses for which Xibrom was promoted by certain ISTA

employees included: post Lasik surgery; post Photorefractive

Keratectomy ("PRK") surgery; post glaucoma surgery; post

Selective Laser Trabeculoplasty ("SLT") surgery; and following

surgeries performed with YAG lasers. Xibrom was also promoted

by cerLain ISTA employees for treatment and prevention of

conditions associaLed with the retina (i'e., Lhe back of the

eye), such as cystoid macular edema. Some ISTA employees

promoted Xibrom for these non-FDA approved uses based on

directions and flnancial incenti-ves from ISTA.

4L, fn or around November 2005/ some of defendant ISTA/g

employees discussed the introduction into the market of a

smaller size of Xibrom 2.5mL in order to broaden sales of

Xibrom for short term use, such as after Lasik surgery. Use of

Xibrom after Lasik surgery j-s a use not approved by F"DA.

15
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42. In or around December 2oo5 t an ISTA empLoyee prepared

a presentat,lon including a "Trade P1an" for Xibrom that stated

that the "introduction of a 2.5mL provides opportunity to pursue

.shorL-term' treatments (i.e., LASIK) = 50? of the Xibrom markeL

opportuniLy. "

43. Beginning in or around February 2006, defendant I$TA

distributed eontinuing medical educational materials to

physicians Lhroughout the United States, including physicians in

the West.ern District of New York. In some cases, ISTA employees

uSed some of these materials to promote Xibrom for uses not

approved by FDA. Certaj-n ISTA employees, with Lhe knowledge and

at the direclion of ISTA, also sponsored and activel-y

participated in providing continulng medical edueation programs

Lo promoLe Xibrom for uses that were not approved by the FDA as

sa.f e and ef fective.

44. On or about April 28, 2006, one of defendant ISTA's

employees informed a pharmaceutical industry analyst that

Xibrom, s smaller size "iS short term use (post*Upi Lasik

surgery)" and the original 5.0mL size package of Xibrom was used

for 'lcataracts and C'IviE [cystoid macular edema] . " The use of

t6
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Xibrom for post-Epi-Lasik surgery and for eystoid macular edema

was not aPProved bY FDA.

45. On or about August 7 , 2006 t a presentat,ion for

defendant ISTA's Sales and Market,ing Leadership Team noted,

referring to cystoid macular edema: "lf you can treat Lt, you

can prevent it ! " The presentation eoncluded: "firing it a]-1

toget,her in a promotional message The New Sales Aid. . . .

Qulckly knocking out prostaglandins in the anterior chamber

helps resolve inflammation and prevent CME.

effectively treat CME, you can prevent CME."

ff you can

However, the

presentation did not include an examination or results

explicitly related Eo the effectiveness of Xibrom to prevent

cystoid macular edema.

46. On or about october 8, 2006, one of defendant ISTA's

employees e-mailed other employees asking them Eo invitse

physleians to listen to a lunch teleconference in which a

speaker hired by ISTA "wiIl cover many topics concerning Xibrom

including surgical and off-Iabel uses. Let's make sure we can

get maximum impact with Lhis progfram and target our physicians

wisely for thj-s excellent opportuniLy."

t7
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47 . Beginning in or around December 2006, defendant rsTA

paid for and distributed to physicians posl-operative

instruction sheets for uses of Xibrom not approved by FDA,

including use after Lasik, PRK, and Pterygium surgerj-es.

48. On or about January 5, 2007, one of defendant ISTA'S

employees stated Lhat he and another employee "closed a deal

with [physician Laser Practice] and 7 individual Centers that

will have t,he centers converting to Xibrom for PRK and Lasik'

This became effective ,Ianuary L, 2007. Estimated 650+ new

prescriptions per month for the various centers."

49. on or about February 15, 2007, one of defendant IsTA's

employeeS e-mailed other employees an attachment "created to

help the TM's lSa}es Repfesentatives] understand the 'rea1'

opportunity for Xibrom on a daily basis." The aLtachmenL

ident,ified a significant number of uses for Xibrom not approved

by FDA, including use after Lasik, PRK, glaucoma, SLT, and YAG

surgeries, and use in connection with conditions associated with

the retina, such as cystoid macul-ar edema.

50. on or abouL February 27 , 20A7 , Some of defendant,

ISTA, s employees attended a "P1an of Action" meeting and were

instructed to promote Xibrom for a number of uses not approved

l8
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by FDA, including use after

PRK, glaucoma, SLT, and YAG

with conditions associated

macular edema.

refractive surgery such as Lasik,

surgeries, and use in connecLion

with the retina, such as cYstoid

Go for

5L. on or about February 27, 2007, one of defendant fsTA's

employees presented a slide deck titLed "Pre-Cal1 Planning &

Product Positioning for Sales Impact" Lo other empl-oyees ' The

presentation identified a number of uses for xibrom nol approved

by FDA, such as refraCLive, cystoid macular edema, a11ergy, and

abrasions. TheSe unapproved uses and others were termed "POIS

of GoId." The presentation ended with a seri-es of slides which

asked "What'S i-n it for me?" and answered "Financial Rewards,

Recogni-tion, Stock GrowLh, Job Satisfaction, Company Growth,

landl Promotion?"

52. On or about August 6, 2007 , one of defendant lsTA's

employees e-mailed other employees and stated that "I would like

to see us sign a contract with [ehysician Laser PracticeJ for

their Refractive Business. " One employee responded "Good i-dea

regarding [Physlcian Laser Practice] . " Another employee

responded ',On the [Physician Laser Practice] contract[.]

it. What's in Your way. You got ba11"'

r9
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53. On or. about september L4, 2007, one of defendant

ISTA's employees e-mailed other ISTA employees and stated: "The

obvious challenge is that most of [Physician ],aser Practicel is

about Lasik. Some PRK. We are not indicated for Laslk and

there is very littIe pain or inflammaLion."

54. In or around october 2007, defendant ISTA agreed to

give $5,000 to sponsor a golf outing for physicians affiliated

wiLh [Physician Laser Practice], an organizatj-on that primarily

focused on laser eye surgery. On or around October 25, 2007,

defendant fSTA's general ledger included an entry of $5,000 for

a "US EDUCATIONAL GRANT [Physician Laser Practice] f.aSnn EYE."

This money was used to fund Lhe golf outing.

55. On or about November !2, 2007, one of defendant I$TA'S

employees e-mailed other empl-oyees and informed Lhem that the

cystoid macular edema "study was a physician initiated triaI. . . .

We do not plan to pursue the indication at this point...."

55. on or about ,January 11, 2008, one of defendant ISTA'S

employees e-mailed other employees and stated: "Beginning in

February, [Physieian Laser Practice] in Richmond wil] be adding

Xibrom i.nto all Lasik Procedures. This ls a satellite office of

[Physician A]. This will equale to 80 plus Rxes on a monthly

20
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basis for my territory, the dist.rict

these Rxes will be wriLten for the 5

A senior executive of ISTA responded

way) I l l Congratulabions. "

and the region. ALl of

m} bottle with a refi1I. "

"you amaze me (in a good

57. On or about ,ranuary 15, 2008, one of defendant rsTA's

employees e-maiLed other employees and informed them that three

docEors ,,have aIt updated their Refractive Regimens Isic] to

include Xibrom. Please see attached instruction sheet.... Who

will be the next to take advantage of this unique selling

opportuntty?"

58 . On or about ,January L5, 2OOB , some of def endant ISTA'S

employees a.ttended a "Plan of Action" meeting and were

instructed to "cIose for something on every call." Included aS

exampleS of uses to close on were post-Irasik, glaucoma, SLT, and

PRK surgeries, none of which were FDA-approved uses'

59, On or abouL January 15, 2008, one of defendant ISTA's

employees e-mailed another employee and described how, based

upon Lraining the employee received from a manager, the employee

convinced two ophthalmologists to prescribe Xibrom for three

days pre-operatively and up to six weeks post-operatively to

prevenL cystoid macular edema/ a use not approved by fDA.

21
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50. on or about 'January 15, 2A08, one of defendant ISTA's

employees e-maj-Ied other employees and informed the employees

with a laser eye center in their district that they "should have

visited these accounts and provided a statue report to your

[district manager] by that day. This report should incl-ude

details and a profj-Ie of the OD's and MD's involved. What the

Center is currently using and why and of eourse your goals going

forward plus any needs from me.. ." Some 1STA employees were

told by managemenL not to memorialize in writing cerLain

interactions with physicians regarding unapproved new uses/ and

noL to leave certain printed materials in physicians' offices

relating to unapproved new uses. These instructions were given

in order to avoid having their conduct relating to unapproved

new uses being detected by others, in other words, wiLh the

intent. to defraud.

ALL ln vioLation of TitLe

37L, and Title 2L, Untted

352 (f) (1) and 333 (a) (2)

L8, United StaLes Code, Section

States Code, Sections 331 (a) ,
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EOUMT TI

(Conspiracy to Violate the Federat Anti-Kickback Statute)

The Unit'ed StateE Attorney Further Charges That
At All Times ReLevant To ThLs Inforrnation:

61-. The Introductory Allegations, and the allegations set

forth in Count I of this lndlcLment, are hereby re-alleged and

incorporated by reference as though fulIy set herein'

62. Beginning in or around December 2005, and continuing

thereafter unt,it in or around November 2008, the exact dates

being unknown to the United States AtLorney, in the Western

District of New York and elsewhere, defendant ISTA and others

known and unknown to the United States Attorney, knowingly and

willfuI1y combined, conspired, and agreed to commit, an offense

against the United States, to wit, 42 U.S.C. S 4320a-

7b(b) (2) (A) , by knowingly and wilIfuI1y offering and paying

remuneration, directly and indirectly, overtly and covertly, in

cash and in kind, to physicians to induce them to refer

individuals, including Medicaid patients, to pharmacj-es for the

furnishing of the drug Xibrom, for which payments were made in

whole and in part under state Medicaid programs.
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Purpose of the Conepiracy

63. IL was the purpose of this conspj-racy that defendant

ISTA and others known and unknown to the United States Attorney

j-nduced physicians wlth free goods and other remuneration in

order to: increase the sale of Xibrom; increase revenues for

Lhe defendant; inflate profits for the defendant; inflate the

stock value of defendant; increase compensation, other

remuneraLion, and stock value for others known and unknown to

the United States Attorney; and inflate the sale price of

defendant.

Means and Manner of the ,ConEpiracy

64. It was a part of the conspiracy that defendant ISTA

and others known and unknown to the United St,ates Attorney

devised and executed a plan to induce certain ururamed physicians

to refer ind.ividuals to pharmacies for the dispensing of the

drug Xibrom by offering and providing these physicians with free

Vj-trase, another fSTA product.

55. It was a further part of Lhe conspiracy that defendant

ISTA and others known and unknown to the United States Attorney

devised and executed a plan With the j-ntent Lo j-nduce certain

unnamed physicians to refer individuals to pharmacies for the
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dispensing

payment to

physicians,

physician,

of the drug xibrom by making a substantial moneLary

a non-profit entity associated with one of these

which ISTA believed to be a personal benefit to that

and providing other remuneration to other physj-cians.

66.ft,wasafurtherpaqtoftheconspiracythatdefendant

ISTA and others known and unknown to the United States Attorney

devised and executed a plan to j-nduce certain unnamed physicians

to refer individuals to pharmacies for Lhe dispensing of the

drug xibrom by offering such physicians paid consulting or

speaker arrangements, pursuant to which sueh physicians were

compensated in excess of fair market value of services received'

57. ft was a further part of the conspiracy that defendant

]STA and others known and unknown to the United SLaLes AtLorney

devised and executed a plan to induce certain unnamed physicians

to refer individuals to pharmacies for the dj-spensing of the

drug xibrom by inviting such physiclans to participate in

certain advisory board. meetings which were intended to be

and provided such PhYsicians

fair markeL value of services
marketing opPortunit,ies

remllneration in excess of

received.
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Overt Acts

In furtherance of this conspiracy, and to effect the

objects Lhereof, defendant ISTA and others known and unknown to

the united states Attorney engaged in the following overt acts,

among others, in the Western District of New York and elsewhere:

68. On or about september 2!, 2005, one of defendant

fsTA, s employees e-mailed another empl0yee and included an

attachmen| noting that one way of "Growing the Business/' was Lo

use Vj.Lrase as "Leverage for Xibrom' "

59. on or about November 2!, 2006, one of defendant IsTA's

employees sent an e-maiI with an aLtachment that included a

'.Proposal to leverage Vitrase for Xibrom" to other ISTA

employees. The proposal "outlines the financial justification

Lo leverage Vitrase in order to gain a significant amount of

Xibrom business" from [Physieian B]'s practice' In the first

scenario, ISTA proposed giving free Vitrase to doctors in

exchange for prescriptions of Xibrom. In the second scenario,

fSTA proposed offering Vitrase at a discount if the doctor's

practice ..convert [ed] all NSAID Rxs to Xibrom. " According to

the proposal, ..scenario 2 is best and what [we] want to sel1

them. However, even worst case scenario 1 is a BIG WIN for

ISTA!"
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To.onoraboutFebruaryS,zao7,defendantlsTA

distributed free Vitrase to [physician B]'s practice'

7:... Between on or about

September 10, 2007, defendant

free ViLrase Lo [Physician B] 's

March 5, 2A07, and on or about

ISTA distsributed L7 shiPments of

practice.

72. On or about January 22,2007, one of defendant ISTA',S

employees e-maj,Ied other ISTA employees proposing to discount

Vitrase for more prescriptions of Xibrom from [Physician's

practicel : .,Net Net Discount Vitrase by about $5500. O0 to make

$35,000 on xibrom. f'm okay with this. Your thoughEs?" The

recipient of this e-mail responded thats same day: "l,ooks good to

rTr€, if it does to You!"

T3.onorabout,January3l,zoaT,defendantISTA

distributed six vials of free Vitrase to [ehysician's Practice] .

74. Between in or around ,January 2OO7 and in or around

sept.ember 2007, defendanL ISTA shipped more than 3,500 vials of

free Vitrase to physician practices throughout t'he United States

to induce such physicians to refer individuals to pharmacies for

t.he dispensing of the drug Xibrom.
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75. On Or abOut october 3, 2AO'7 , one of defendant IsTA's

execuLives e-mailed other employees informing Lhem of a monetary

payment Lo sponsor an evenE of a non-profit group associated

with lPhysician C], and stating; \'Lets [sic] make this work for

r1s.,, one of ISTA's emplOyees e-mailed another employee and

stated the belief that "the cost of doing business with ltne

physicianl to get all the nsaid business" included, among other

things, *$50,000 for a sponsored meeting [ttre physicianl is

personallY connected to [. ] "

76. On or abouL JanuarY 9,

$50, OOO to sPonsor an event of a

with [Physician C] with the intent

refer individuals to pharmacies for

Xibrom.

78. Beginning

provided $20,000 in

2008, defendant ISTA Paid

non-profit group associated

to induce such PhYsician to

the dispensing of the drug

TT.Betweeninoraround.June2oo7andinoraround

November 2008, defendant ISTA provided remuneration in the form

of a golf outing and a wj-ne tasting reception to physicians in

order to induce such physicians to refer individuals to

pharmacies for the dispensing of the drug Xibrom'

in or around December 2005, defendant ISTA

purported research grants, and additional
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remr-lneration to lPhysician Dl with the intent to induce

lPhysicianD]toreferindividualstopharmaciesforthe

dispensing of the drug Xibrom' For example' 3s a result of

ISTA's efforts to create speaking opportunities for him'

[physician D], in the words of an lsTA employee, "committed

toswit.chingallofhiscataractpatientstoXibrom'"In

the aggregate, the compensation to [Physician D] was in excess

of fair market value for services reeeived'

Tg,InoraroundSeptember2oo5lanlsTAemployeeemailed

a manager, "urgenLly reguesting" Ehat his "#L and #z NSAID

prescribers, [Physician E and Physician F) 
"' 

be invited to

participateinanlsTAadvisoryboardpanel.ThelsTAemployee

explained thaL it was "a critical time in converting their nsaid

business, and I think both doctors see participating with ISTA

on a higher level as parts of the deal.,, The ISTA manager

responded "DONE!"

80. fn or around February 2oo'l , one of defendant ISTA',s

employees wroLe a ,.strategic Plan for 2007" for his/her Region

which identified the following strategy: "we continue to seek

ways tro Maximize our opportunities by insuring Ehe greatest RoI

lreturn on investmentl. History has Proven t,hat Advisors

Meetingsareanexcellentprogramthatsupportsoursales

29

Case 1:13-cr-00099-RJA   Document 1   Filed 05/24/13   Page 29 of 32



efforts. I expect that thls

will exceed our expectations

2007 . t'

All- in

37L, and

?B(b) (2) (B).

mosL recent Advj-sors Meeting in NYC

in market share growth throughout

81. In early 2OO8t defendant ISTA invited [Physician G]'

who practiced in the western District of New York, to attend a

market research meeting in Florida. lPhysician G] attended t'he

meeti-ng, which ISTA intended to be a marketing opportunity and

provided t.he physician remuneration in excess of fair market

value of services received'

82. 'on or about April 25, 2oo7l one of defendant IsTA,s

employees e-mailed another ISTA employee and stated: "The NYC ad

board strikes again!" The sender proceeded to detail how a

physician who attended an Advisory Board meetj-ng agreed to

switch his prescriptions to Xibrom and further stated: "Once

again, a large Xibrom conversion on the heels of the Nyc

advisory board."

violation of TitLe 18, united states code, section

Title 42, United States Code, Section L320A-
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.1

FORF EITURE AIJITEGA'TION

The UnLted States Attorney A'lLeges Tbat:

As a result of its conviction on count r of this

Information, the defendant ISTA PHARMACEUTICALS, INC' shall

forfeit to the United States all right, tit1e, and interest j'n

property, real or personal, which constitutes or is derived from

proceeds traceable to an offense of conviction including t'he

following:

PROPERTY

A guantiEy of the drug, xibrom, that it misbranded and

distributed in interstate commerce.

SUBSTITUEE ASSETS

If any of the property described above as a result of any

act or omission if the defendanL:

L. cannot be located upon the exercise of due diligence;

2. has been transferred or soLd to, or deposlted with, a
third Person;

3. has been placed beyond the jurj-sdicLion of the court;

4. has been substantially diminished in vaIue,' or

5. has been commingled with other property that cannot be
subdivided wit,hout, dif f iculLy;
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the court sha11 order the forfeiture of any other property of

the defendant of $1-,850,000'00

fifty Lhousand dollars) .

(One million, eight hundred and

ALL pureuant to the provision of Titl-e 28, unLted stateg

Code,Seetion246:.{e),andTitLe2L'UnitedStatesCode'

Sections 334 and e53 (P) .

Dated: Buffalo, New Yorl<, May 23 , 20L3

WILLIAT{ ,f . HOCHUL, 'JR'
United States Attorney

Assistant United States AttorneY
United States AttorneY's Office
Western District of New York
L38 Delaware Avenue
Buffalo, New York :-.4202
(715) 843-5700, ext. 888
MaryEllen. Kresseousdoj . gov

Assistant Director
U.S. DePartment of Justj-ce
Civil Division
Consumer Protrection Branctr
450 sth street, N.w.
Washington, D.C.2000L
Qaz) 307 -0047

'Jef f rey. Steger@usdoj . gov
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